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Examiner: Timothy Betton 



REPLY TO RESTRICTION REQUIREMENT 

MS Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, V A 22313-1450 

Dear Sir: 

In response to the restriction requirement set forth in the Office Action mailed 
March 9, 2007, Applicants hereby provisionally elect Group I (claims 1-5, 7, and 9-17) for 
continued examination, with traverse . 

The Office further requires a species election. Applicants hereby elect, for search purposes 
only, the polymer composition comprising the polymer of Example 3 (linear CD-PEG), the linking 
molecule of Example 9, and a nucleic acid as a biologically active compound. The elected species 
is encompassed by claims 1-6, 8, 10-14, and 17-30. Applicants traverse the present restriction 
requirement for the reasons that follow. 

The Office has required restriction between: 

Group I: Claims 1-5, 7 and 9-17, drawn to a polymer composition comprising a linear 
biocompatible polymer and linking molecules; 
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In Reply to Restriction Requirement of March 9, 2007 Docket No. : ITI-P0 1-010 

Group II: Claim 6, drawn to a method of transfecting a cell comprising a polymer 
composition of Group I; 

Group III: Claim 8, drawn to a method of administering a biologically active compound 
comprising a polymer composition of Group I; 

Group IV: Claim 1 8, drawn to a therapeutic composition comprising a biocompatible 
polymer, linking molecules, and a therapeutic agent; 

Group V: Claims 19-25, drawn to a method for preparing a crosslinked polymer; and 

Group VI: Claims 26-30, drawn to a method of treating a disease comprising a polymer 
composition of Group I. 

In support of the restriction of the present claims into the above groups, the Office asserts 
that "Groups I-IV are directed to related inventions" and cites from MPEP 806.05(j) noting that 
"related inventions are distinct if the inventions as claimed do not overlap in scope, i.e., are 
mutually exclusive..." However, Applicants assert that Groups I and IV are not mutually exclusive. 
For example, claim 18 of Group IV and claim 3 of Group I are both directed to compositions 
comprising a biocompatible polymer including a plurality of inclusion hosts; linking molecules, 
each linking molecule comprising at least two moieties that form inclusion complexes with the 
inclusion hosts, wherein the linking molecules crosslink the polymer; and a therapeutic 
agent/biologically active compound. There is significant overlap between these two Groups as 
demonstrated by the fact that the elected species as well as other species disclosed in the application 
fall within the ambit of both Groups. As such, Groups I and IV cannot be mutually exclusive, as 
argued by the Office, and their restriction based on MPEP 806.05(j) is improper. 

Moreover, "[i]f the search and examination of all the claims in an application can be made 
without serious burden, the examiner must examine them on the merits, even though they include 
claims to independent or distinct inventions. " MPEP 803 (emphasis added). Presently, due to the 
large overlap between claims 3 and 1 8, a search of the subject matter of Group I, which includes 
claim 3, would uncover a substantial portion of the subject matter of Group IV. Hence, there would 
not be an undue burden on the Office to search both Groups I and IV. Accordingly, Applicants 
request rejoinder of Group IV with Group I. 
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In Reply to Restriction Requirement of March 9, 2007 Docket No.: ITI-P01-010 

Regarding restriction of Groups II, III, and VI from Group I, Applicants note that Groups II, 
III, and VI all recite methods comprising a polymer composition of Group I, and so any search of 
the polymer composition of Group I would necessarily uncover the methods recited in Groups II, 
III, and VI. In fact, the elected species falls within the ambit of all of Groups I, II, III, and VI. 
Hence, there is no additional burden on the Office in searching the claims of Group I in combination 
with those of Groups II, III, and VI. Accordingly, Groups II, III, and VI should be rejoined with 
Group I. 

Similarly, regarding the requirement for restriction between Group I and Group V, since 
Group V is drawn to methods of preparation of crosslinked polymers, such as those of Group I, any 
search of the polymer composition of Group I would necessarily uncover the methods of 
preparation of Group V. In fact, the elected species falls within the ambit of both of Groups I and 
V. Hence, there is no additional burden on the Office in searching the claims of Group I in 
combination with those of Group V. Accordingly, Group V should be rejoined with Group I. 

Moreover, in asserting that Groups I and IV are distinct, the Office finds that these Groups 
are related as product and process of use. This is without question incorrect, since the claims of 
neither Group I nor Group IV are process claims. Hence, Groups I and IV cannot be held distinct 
based on an alleged relationship of product and process of use. Furthermore, the Office concludes 
without evidence or support that "[i]n the instant case, the process for using the product as claimed 
can be practiced with a materially different product. Likewise, the product as claimed can be used 
in a materially different process of using said product." What is the "materially different product" 
or the "materially different process" on which the propriety of instant restriction requirement turns? 
These critical elements for establishing the restriction requirement are not provided by the Office. 
While Office does cite MPEP 806.05(h), it only partially employs its instruction. Specifically, 
MPEP 806.05(h) provides form paragraph 8.20, which concludes with "In the instant case [3]," 
wherein [3] is replaced by "the process as claimed can be practiced with another materially different 

product such as " or by "the product as claimed can be used in a materially different process such 

as " Hence, the MPEP provides that the Office must at least indicate a "materially different 

product" or a "materially different process" by filling in the blank followed by "such as " - 
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MPEP 806.05 teaches that the Office bears "the burden. . .to document a viable alternative process 
or product, or withdraw the requirement." Yet in the present case, the Office simply omits the form 
language that requires stipulation of the materially different product or process. This omission 
renders the instant restriction between Groups I and IV wholly unsupported and improper. 
Applicants respectfully remind the Office that the Supreme Court has articulated a standard 
whereby the PTO must establish a rational connection between the agency's fact-findings and its 
ultimate action, Dickinson v. Zurko, 527 U.S. 150 (1999), lest the PTO's actions not meet the 
"arbitrary, capricious" standard espoused by the Administrative Procedure Act, 5 U.S.C. § 
706(2)(E), which governs all USPTO decision-making. Since the Office has provided no facts on 
which to base the present restriction between Groups I and IV, the Office's indication to restrict 
these Groups indeed appears arbitrary and capricious. Without any support for the restriction 
between Groups I and IV, a prima facie case for restriction between these groups has not been 
made. In light of this finding and that, as noted above, searches of both Groups I and IV would be 
coextensive, Applicants repeat their request for rejoinder. 

Similarly, in asserting that Groups II, III, V, and VI are distinct, the Office finds that these 
Groups are related as process of making and product made. Yet this is cannot be correct since all of 
Groups II, III, V, and VI are drawn to methods/processes; none are drawn to products. Hence, 
Groups II, III, V, and VI cannot be distinct based on an alleged relationship of process of making 
and product made. Moreover, the Office again concludes without evidence or support that "[i]n the 
instant case, the product as claimed can be made by another and materially different process." The 
Office does not indicate the "another and materially different process" on which it bases the instant 
requirement for restriction, and this is a necessary element for properly establishing the restriction. 
Like in the restriction between Groups I and IV, the Office cites the MPEP, 806.05(f) in this case, 
but only partially employs form paragraph 8.18, which concludes with "In the instant case [3]," 
wherein [3] can be replaced by "the product as claimed can be made by a materially different 

process such as " Hence, the MPEP provides that the Office has a burden to at least indicate a 

"materially different process" by filling in the blank following "such as " Yet in the present 

case, the Office again simply omits the form language that requires stipulation of the "materially 
different process." As noted above, such an omission renders the instant restriction between Groups 
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II, III, V, and VI wholly unsupported and improper and also arbitrary and capricious on its face. 
See, Zurko, supra. As a prima facie case for restriction between these groups has not been made, 
and since, as noted above, their search would be coextensive with that of Group I, Applicants 
request their rejoinder. 

Hence, for the numerous reasons presented above, Applicants assert that the present 
restriction requirement is improper and request rejoinder and examination of Groups II- VI with the 
elected Group I. 

Lastly, Applicants note that pursuant to 37 CFR 1.141 and MPEP 809 and as acknowledged 
by the Office (page 5 of the outstanding Action, first whole paragraph), on a finding of allowability 
of the generic claim, for example, claim 1, consideration of any additional species which depend 
from or otherwise require all the limitations of the generic claim is required as a matter of right. 

Applicant believes no fee is due with this response. However, if a fee is due, please charge 
our Deposit Account No. 18-1945, under Order No. ITI-P01-010 from which the undersigned is 
authorized to draw. 

Dated: March 30, 2007 Respectfully submitted, 




Carl A. Morales, Ph.D. 



Registration No.: 57,415 
FISH & NEAVE IP GROUP, 
ROPES & GRAY LLP 
One International Place 
Boston, Massachusetts 02110-2624 
(617) 951-7000 
(617) 951-7050 (Fax) 
Attorneys/ Agents For Applicant 
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